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CLAIMS 



10 



1. A controlled release drug dosage form 
comprising a core and a coating around saia core wherein 
(a) said core comprises a d^mg- containing 
composition and a watgr-swellable 
composition, each occupying separate 
regions within/|sai/l core; 
said drug- co 
comprises 



(b) 



15 



ing composition 
a swelling agent, and a 
drug-entr/i^JWRg agent ; 

(c) said coatUn^^ia water-permeable, water- 
insoluble/^/ ansr has at least one delivery- 
port the^etTirough; 

(d) said swelling agent has a swelling ratio 
of at /.east 3.5; and 

(e) said/drug-entraining agent comprises at 
le^st 15 wt% of said drug- containing 
composition . 



20 



comprising a 
(a) 



25 
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A controlled release drug dosage form 
co^ and a coating around said core wherein: 
sai^sL core comprises a drug-containing 
composition and a water-swellable 
composition, each occupying separate 
regions withrn said core; ' 

(b) said drug-containing composition 
comprises a drug ah<^ a drug-entraining 
agent ; 

(c) said water-swellable corfcposition 
comprises a swelling agent\and a 
tableting aid; 

(d) said coating is water-permeabl^, water- 
insoluble, and has at least one ^livery 
port therethrough; 



* 

(e) 
(f ) 

(g) 
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tn^mass ratio of said drug -containing 
composition to said water-swellable 
compos it i8ti s has a value of at least 1.5; 
said water- sw^Llable composition has a 
swelling ratio orsat least 3.5; and 
said core has a strength following 
tableting of at least 3MCp/cm 2 . 



3. A controlled release drug d6sage form 
comprising a core and a coating around sain core wherein; 

(a) said core comprises a drug -containing 
composition and a water-/swellable 
composition, each occupying separate 
regions within said cc 

(b) said drug-containing /composition 
comprises a drug andf a drug -entraining 



agent ; and 
(c) said coating is 
insoluble, he 
there throu 
at least 
durabili 



er-permeable , water- 
least one delivery port 
a water flux (40/75) of 
/cm 2 »hr, and a 
t le^fet 1 Kp/cm 2 . 



4. A control\J.ed^3felease dosage form 
comprising a core and a coat^ing around said core wherein: 

(a) said core domprises a drug-containing 
composition and a water-swellable 
composition, each occupying separate 
regions within said core; 

(b) said dr;ag- containing composition 
comprises a drug and a drug -entraining 
agent/ and 

(c) said/coating is water-permeable, water- 
insqU_uble, has at least one delivery port 
thoke through, is porous and is formed 
frpm a substantially homogeneous solution 



♦ 
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comprising a solvent, / cellulosic 
polymer, and a non-sojLvent 



10 



5. A controlled release drug dosage form 
comprising a core and a coating arafund said core wherein: 

(a) said core comprises a drug-containing 
composition and /a water-swellable 
composition, earc;h occupying separate 
regions withir/ said core; 

(b) said drug-corjtaining composition 
comprises a tlrug, a drug-entraining 
agent, and f. fluidizing agent, said 



15 



(c) 



fluidizing 
at least 3, 
10 wt% of 
compos i 
said cfoa 
inso/ub] 



^agent having a solubility of 
mg/mL and comprising at least 
drug -contain! ng 
n ; dnd 

ngyis water-permeable, water- 
has at least one delivery 



^throuc 



20 



10 



of 



por 

wherein at least abcj>ul 
is released to a use etfivii/onmen 
after introduction to /sai<] 



aid low-solubility drug 
within about 12 hours 
environment . 



6. A controlled release dosage form 
25 comprising a core and a coating around said core wherein: 

(a) said/ core comprises a drug- containing 
composition and a water-swellable 
composition, each occupying separate 
regions within said core; 
30 (b) sad/d drug-containing composition 

comprises a drug, a solubilizer, and a 
drug- entraining agent; and 
(c) safid coating is water-permeable, water- 
imsoluble, and has at least one delivery 
3 5 pjort therethrough. 
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The dosage form of 



t 



'one of claims 1-6 



wherein said drug- 
group consisting oj 
mixtures of polyi 
materials, pol^ 
hydroxypror 



graining ac 



is selected from the 
oligomers of polyethers, 
Tonal organic acids, cationic 
je oxide, hydroxyethyl cellulose, 
5se , hydroxypropylmethyl cellulose , 
methyl cellulose, carboxyethylcellulose , gelatin, and 
xantifan gum. 



The dosage form of claim 7 wherein said 
drug-entraining^ent is selected from the group 
consisting of polyethylene oxide, hydroxyethyl cellulose, 
hydroxypropyl eel lulose>vhydroxyp ropy lmethyl cellulose, 
methyl cellulose, carboxyethylcellulose, gelatin, and 
xanthan gum. 

The dosage form of cl^ajn 8 wherein said 
drug -entraining agent is polyethylene 



ox re 



10. The do 
swelling agent is an 



claim 1 wherein said 
dwelling agent. 




je form of claim 10 wherein said 
ionic swell>riq acft^ht/ ijs selected from the group 
consist>rfg of sodium croscarmellose and sodium starch 
glypdlate , 



12. The dosaqe— £ernr""olf any one of claims 2-6 
wherein said drug^-c^ntaining composition further 
comprises^a^swelling . agent . 



13 . The dosageNform of claim 12 wherein said 
swelling agent of said drug -containing composition is an 
ionic swelling agent. \v 



* 
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rThe dosage form of claim 13 wherein said 
of said drug-containing composition is 
selected frofrkthe group consisting of sodium 
croscarmellose and sodium starch glycolate. 

1E^ The ck^sage form of claim 14 wherein said 
swelling agent of said orug- containing composition 
comprises sodium croscarme^U-Ose . 




ljS^ The dosage forrh^of claim 14 wherein said 
swelling agent of said drug -containing composition 
comprises sodium starch glycolate. 



The dosage form of any one of claims 1-5 
herein said core includes a solubilizer. 



18< The dosage form of claim 17 wherein said 
drug-containin^scomposition further includes a 
concentration-enhancing polymer. 



irm of claim 17 wherein said 



^1^<? The dosage r-q 
solubilizer is an organic acid,^^nd said drug has 
enhanced solubility in the presence\of said organic acid. 




wherein sax 



orm of any one of claims 1-5 
containing composition further 



comprj 



a solubilizer. 



^1, The dos^ge^form of claim 2 0 wherein said 
solubilizer is an organic acict>^and said drug has 
enhanced solubility in the presencKof said organic acid. 



2*2 



losage form of any one of claims 



wherein saji-dwater-swellable composition includes a 
>lubi<irizer . 



15 



20 



25 



30 



• 
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The dosage form of claim 22 wherein said 
solubilizefHs an organic acid, and said low-solubility 
drug has enhance^^olubility in the presence of said 
organic acid. 




The dosage 
drug-conta|ning composition furt 
concentration-enhancing polymer. 



of claim 23 wherein said 
comprises a 



25y The dps-axje^ f orm of any one of claims 1-4 
(nd 6 wher^£^^iddrug- containing composition further 
7) h /compris^a fluidizing agent. 



2 6^ The dosage form of claim 2 5 wherein said 
fluidizing -agent is selected from the group consisting of 
an organic ^cid, a salt, a sugar, an amino acid, a 
polyol, and a\ow-molecular weight oligomer of a water- 



soluble polymer. 



2^1 The\osage form of claim 26 wherein said 
fluidizing agent is selected from the group consisting of 
a sugar and an organic acdd, 



The dosage fVm of claim 2 7 wherein said 
sugar is selected from the grotip consisting of glucose, 
sucrose, xylitol, fructose, .mannitol, sorbitol, lactose, 
and maltitol . 



sugar is x; 




The dosage form of cTaim 2 8 wherein said 



35 




The dosage form of claim 2^7 wherein said 
organic acid is selected from the group consisting of 
citric acid, lactic acid, ascorbic acid, tartaric acid, 
malic acid, fumaric acid, and succinic acid. 
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The dosage form of claim 3 0 wherein said 
organic acid is^ri<ric acid. 

32. The dosageN^orm of claim 31 wherein said 
5 organic acid is tartaric acid. 



10 



33. The dosage form of claim^ wherein said 
fluidizing agent is selected from tj^group consisting of 
an organic^ acid, a salbd a su^; an amino acid, a 
polyol, and a low -mo^cxA^^ weight oligomer of a water- 
soluble polymer. 



15 



34^ The "cfosage form of claim 33 wherein said 
f luidizin^Xagent is chosen from the group consisting of a 
sugar y^n. an organic acid. 



20 



35. The dosage form of claim 34 wherein said 
sugar is Selected from the group consisting of glucose, 
sucrose, ^Vlitol, fructose, mannitol, sorbitol, lactose 
and maltidfil. 



3 



3t6. The dosage form of claim 34 wherein said 
sugar is xyli^pl. 

25 37. vThe dosage form of claim 34 wherein said 

organic acid is selected from the group consisting of 
citric acid, lactic acid, ascorbic acid, tartaric acid, 
malic acid, fumaria acid, and succinic acid. 



30 38. The Viosage form of claim 37 wherein said 

organic acid is citrAc acid. 



39. The dosage form of claim 37 wherein said 
organic acid is tartari\p acid. 



35 
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40. The dosage form of j£ny one of claims 1, 
3, 4, 5 or 6 wherein said water-sy/ellable composition 
comprises a swelling agent. 



10 



41. The dosage fiferm of claim 40 wherein said 
swelling agent in said wat^sr- swell able composition is 
selected from the group consisting of polyethylene oxide, 
hydroxyethyl celluloaeyl hydroxypropyl cellulose , 
hydroxypropylmethy^yfa^Mulose, methyl cellulose , 
carboxyethyl celly^/^fe, gelatin, and xanthan gum. 



15 



20 




42. Thqf Uosage form of claim 40 wherein said 
swelling agent of sfeaid water-swellable composition is an 
ionic swelling aggnt . 

43. £he dosage form of claim 42 wherein said 
swelling agent o/f said water-swellable composition is 
selected from tfte group consisting of sodium starch 
glycolate and sfodium croscarmellose . 

The dosage form of claim 2 wherein said 
swelling ag^nt of^said water-swellable composition is an 
ionic swelling agent 

- T ^ e dosage fbs^m of claim 2 wherein said 
swelling agent of said water- swe'islable composition is 
selected from the group consisting of sodium starch 
glycolate and sodium croscarmellose 



30 
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4 6'. The dosage form of^any one- of claims 1, 
3, 4, '5 or' 6 wherein said wate^swellable composition has 
a swelling ratio of at^jte^ap-tr 3.5. / 




-47 . Th 
swelling ratio of 
least 5. 



form of claim 46 wherein said 
r-swellable composition is at 




of claim 46 wherein said 
■ell able composition is at 



4a^"v. The dosage 
swelling .afatio of kaid w. 
least 7. 



4^ The dosage form of claim 2 wherein said 
swelling ra&s^p of said water-swellable composition is at 
least 5 . 



swelling r 
least 7. 



5*(^r The dosage form of claim 2 wherein said 
affio of said wab^r-swellable composition is at 



^5-1. ~ The dosage form of\laim 2 wherein said 
tableting aid is selected from the grotip comprising 
microcrystalline cellulose , hydroxypropylbellulose , 
methyl cellulose., and hydroxpropylmethyl cellulose. 



52.. The dosage form of an/ of claim 4 0. 
wherein s^a^water-swellable composition further include; 
a tableting aid . 



^53^. The dosage form of claim 52 wherein said 
tableting aid is selected from the group comprising 
microcrystalline cellulo^eVhydroxypropylcellulose , 
methyl cellulose, and/nya;r<yxpropylmethyl cellulose, 



54. Th^ 5^o6^?e f^rm of any of claims 1, 3, 4 
5 or 6 wherein the Wss \cafr£o of said drug -containing 
composition to saicy water-swellable composition is at 
least 1.5 



55. / The dosage form of claim 54 wherein the 
mass ratio of /said drug- containing composition to said 
water-swellable composition is at least 3.5. 



# 
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ThetiQsage form of claim 2 wherein the 
mass ratio of said drug-cb«^aining composition to said 
water-swellable composition is^^t least 3.5. 

(^Js} ^ The dosage forn/ of any one of claims 1-6 
herein said low- solubility dmg is selected from the 
group consisting of sildenafi/ and pharmaceutically 
acceptable salts ' of sildenaf; 

W - '58;. -The dosage/form of any one of claims 1-6 
wherein said low-solubiliw drug is selected from the 
group consisting of sertraline and pharmaceutically 
acceptable salts of sertraline. 



15 
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^59. The dofeage form of any one of claims 1-6 
wherein said low-solupility drug is the mesylate salt of 
the drug 4- [3- [4- (2-methylimidazol-l-yl) phenylthio] 
phenyl ] -3,4,5, 6- tet:yahydro-2H-pyran-4 - carboxamide 
hemi f uma r a t e . 

^ 60 Tfie dosage form of any one of claims 1-6 
wherein said low/solubility drug is 5-chloro-lH-indole-2- 
carboxylic acid /[( IS) -benzyl -3 -( (3R, 4S) - 
dihydroxypyrroYidin-l-yl - ) - (2R) - hydroxy- 3 -oxypropyl] 
amide . 
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6J. The dosage form of any one of claims 1-6 
wherein saidf low-solubility drug is 5- (2- (4- (3- 
benzisothi^zolyl) -piperazinyl ) ethyl-6 -chlorooxindole . 



^162^. The dosage form of any one of claims 1-6 
wherein sap_d low- solubility drug is carprofen. 

The dosage form of any one of claims 1-6 
wherein siid drug has a maximum solubility of 2 0 mg/mL in 
aqueous solution that has a pH between 1 and 8. 
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The dosage form of/ any one of claims 1-6 
wherein said drug is a low- solubility drug. 

The dosage fo^m of any one of claims. 1-6 
5 wherein said drug is substantially water insoluble. 

66^ The dosacHE form of any one of claims 1-6 
wherein said drug is sparingly water soluble. 



10 . The jdosage form of any of claims 1, 2,. 4, 

5 or 6 wherein saidr coating has a water flux (40/75) of 
at least 1.0 x 10^ gm/cm 2 -hr. / 



15 



68^ The dosage form of claim 67 wherein said 
coating has/a durability of at least 1 Kp/cm 2 . 



£3 
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[9. The dosage form of any one of claims 1-6 
wherei/6 said coating comprises a hydrophilic cellulosic 
polyjrtfer . 

_/ The dosage form of claim 6 9 wherein said 
cellulosic poller is selected from cellulose esters, 
cellulose ethers ahd cellulose esters/ethers. / 



25 



l/£ . The dosage form of claim 69 wherein said 
hydrophilic cellulosic polyhver is selected from the group 
consisting of cellulose acetat^. and mixtures of 
cellulose acetate and a second polymer. 



3 0 7^\ The dosage form of clciim 71 wherein said 

hydrophilic cellulosic polymer has a degree of 
substitution equivalent to 25 to 42 wt% acetyl groups. 

73-. The dosage form of claim 71 wherein said 
35 cellulose acetate has an average molecular weigf^t of at 
least 45, 000 . 



1£< The dosage form of^arfiy one of claims 1-6 
wherein said coating is formed^from a solution having a 
weight ratio of cellulose^a^etate to polyethylene glycol 
of from. 9:1 to 6.5:3.. 

The dosage form of any one of claims 1-6 
wherein saird coating is formed from a solution having a 
water .gemcentration of greater than 4 wt%. 





The do^aq^ form of claim 74 wherein said 
solution has a water concentration of greater than 4 wt%. 



^//7. The do^ge form of any one of claims 1-6 
wherein said coatlja^is formed from a solution having a 
water concentj^ion of greater than. 15 wt%. 

'8 . The dosag^<orm of claim 74 wherein said 
solution has a water concentrattsn greater than 15 wt%. 



wherein said coati 



7^9. The ydosage form of any one of claims 1-6 
includes at least a pore former. 




The dosage form of claim 79 wherein said 
pore forme^is^selected from the group consisting of 
polyethylene glycol^oolyvinyl pyrrol idone , polyethylene 
oxide , hydroxyethyl cellulose , hydroxypropyl methyl 
cellulose, water-soluble acrylate esters, water-soluble 
methacrylate esters, and polyaerylic acids. 

. The dosage form of cl^im 79 wherein said 
pore former is polyethylene glycol. 



(2 . Th 

non-solvent is sel 
water, glycerol, 
its oligomers an 




sage form of claim 4 wherein said 
from the group consisting of 
4 alcohols, ethylene glycerol and 
lene glycol and its oligomers. 



103 



83. The dosi 
solvent is acetone. 



ige 



forwrof claim 4 wherein said 



84. yfh^dosage form of claim 4 wherein said 
5 cellulosic po^kymer is cellulose acetate. 

8E/. The dosage form of claim 4 wherein said 
solvent is afcetone, said pore former is polyethylene 
glycol and iiaid non-solvent is water. 



10 
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86. The dosage form any one of claims 82 and 
84 wherein siid solution has a water concentration of 
greater than ft wt%. 

87. \ The dosage form of claim 86 wherein said 
solution has a\ water concentration greater than 15 wt%. 

88 The/aosage form of any one of claims 1-3, 
and 5-6 whe^in sa^Ld coating is porous _and is formed from 
a homogeneous solution comprising a(^lveiil, a 
hydrophilic cellulosic polymer, and a non-solvent. 

The dosage form of claim 88 wherein said 
solution fut^her comprises a pore former. 

9fi< ThX dosage form of claim 8 9 wherein said 
pore former is polyethylene glycol. 

9*fT" The dosagetqrm of claim 8 8 wherein said 
non- solvent is water. 

92. The dosage form of cl^.im 88 wherein said 
solvent is > acetone . 

93. The dosage form of claim 88 wherein said 
hydrophilitT^llulosic polymer is cellulose achate. 
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9y^{ The dosa^form of claim 93 wherein said 
solvent is^/acetone, said porefonner is PEG, and said 
non- solvent is water. 



95. The dos#§e form of any one of claims 1, 
2, 3, 5 or/b wherein/^aid coating is porous with a 
dry-state densit^of less than 0.9 times that of the same 
coating material in nonporous form. 



7, 



dosage form of claim 95 wherein said 



coating has / a dry- stabe density of less than 0.75 times 



that of the same coating 




erial in nonporous form. 



9^7 . The dosage fornKof claim 95 wherein said 
coating comprises a polymeric asyrh^ietric membrane 
comprising a thick, porous region arH a dense thin 
region . 



98 
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The dosage form of/<5laim 4 wherein said 



coating is porous with a dry-st^e density of less than 
0.9 times that of the fame npfiporous coating material in 
nonporous form. 

99. TheMosaae f^rm of claim 98 wherein said 
coating has a dry4tL\^3^s±ty of less than 0.75 times 
that of the same cb/t/ng jftaterial in nonporous form. 



"l00. The dosage form of claim 98 wherein said 
coating/comprises a polymeric asymmetric membrane 
comprising a thick, porous region and a dense thin 
region . 



The dosage form of any one of claims 1-6 
aid coating has a mass of from 3 to 30 wt% of 



* 
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102. The 
coating has a mass 




cje form of claim 99 wherein said 
>m 8 to 25 wt% of said core. 



103 . The dosage form of any ojTie of claims 1-6 
wherein, following introduction of said/dosage form to a 
use environment, no more than 50 wt% of. said drug is 
released to said use environment withan 2 hours and at 
least 60 wt% to said use environment/ is released within 
12 hours . 



15 



20 



104. The dosage f orm >6f any one of claims 1, 
2, 3, 4 or 6 wherein, following introduction of said 
dosage form to a use environment, at least 60 wt% of said 
drug is released to said use/ environment within 12 hours 

105. The dosag^ form of any one of claims 1, 
2, 3, 4 or 6 wherein, fo/lowing introduction of said 
dosage form to a use environment, at least about 70 wt% 
of said drug is released to said use environment within 
about 12 hours. 
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10.6<^ TlAe dosage form of any one of claims 1-6 
wherein, following introduction of said dosage form to a 
use environment ,/ at least 80 wt% of said drug is released 
to said use environment within 24 hours. 
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10 Iff The dosage form of any one of claims 1-6 
wherein, following introduction of said dosage form to a 
use enviro/ment, at least 90 wt% of said drug is released 
to said \vse environment within 24 hours. 
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108^The dosage form of any one of clairrfs 1-6 
In, f<5llowing introduction of said dosage form to a 
use Environment, at least 95 wt% of said drug is released 
to ^aid use environment within 24 hours. 



/ 
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109. The dosage form of cl4im 4 wherein said 
substantially homogeneous solution further comprises a 
pore former. 

5 110. The dosage form <h>£ claim 4 wherein said 

non- solvent is present in said suostant ially homogeneous 
solution in an amount greater th^in 20% of its 
concentration at the cloud point 

10 111. The dosage form of claim 4 wherein said 

coating has a dry-state densiyy of less than 90% of the 
density of a nonporous coatirjlg of the same composition. 

112. The doshtfe fjbrm of claim 4 wherein said 
15 at least one delivery ^port fits formed, at least in part, 
in the use environmei 



113. A jb^ntrg^Ted release dosage form 
comprising a core-feta a coating around said core wherein: 
2 0 (a) said core comprises a drug -containing 

composition and a water- swellable 
composition, each occupying separate 
regions within said core; 

(b) said drug-containing composition 
25 comprises a low- solubility drug and a 

-entraining agent; and 

(c) said coating is water-permeable, water- 
insfoluble, and has at least one delivery 
port therethrough; and 

30 (d) wherein said low-solubility drug is in 

the form of an amorphous dispersion. 
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114. The dosage form of claim 113 wherein said 
amorphous dispersion is a solid dispersion of low- 
solubility drug /in a concent rat ion -enhancing polymer. 



10 



15 



20 



25 



30 



35 
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115. The dosage form of daiiyf 114 wherein said 
concentration-enhancing polymer is selected from the 
group consisting of 

(a) ionizable cellulo/ic polymers ; 

(b) non- ionizable pellulosic polymers; and 

(c) vinyl polymers and copolymers having 
subst ituenjs's selected from the group 
consisting of hydroxyl , alkylacyloxy , and 
cyclicatfnido . 
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concent rat ion- e 
selected from 
cellulosic e 



jsage form of claim 115 wherein said 
ig polymer is a cellulosic polymer 
lp consisting of cellulosic esters, 
rs, and cellulosic esters/ethers. 



.7. The dosage form of claim 115 wherein said 
concentration-enhancing polymer is selected from the 
group consisting of polyvinyl pyrrolidone, polyvinyl 
alcoho/, copolymers of polyvinyl pyrrolidone and 
polyvinyl acetate and aqueous -soluble cellulosic 
polymers . 

X18/ The dosage form of any of claims 1 to 6 
wherein s^a\ow-solubility drug is in the form of an 
amorphous dispersion . 



119/ The dasage form of claim 118 wherein said 
amorphous pftspersion is a. solid dispersion of low- 
solubility drug in a concentrat ion- enhancing polymer. 



12'0 . The dosage form of claim 119 wherein said 
/ \ 
concentration-enhancing polymer is selected from the 

group consisting of 

(a) ionizable cellulosic poXymers; 

(b) non-ionizable cellulosic polymers; and 

(c) vinyl polymers and copolymer^ having 
substituents selected from the^group 
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consisting of hydroxyl , alkylacyloxy , and 
cyclicamido . 



10 



15 



20 



30 



The dosage form of claim 12 0 wherein said 
concentratTrori^rihancing polymer is a cellulosic polymer 
selected from the^gq^up consisting of cellulosic esters, 
cellulosic ethers, anct^ellulosic esters/ethers. 




1Z2T The dosage forftKof claim 12 0 wherein said 
concentration- enhancing polymer isV^elected from the 
group consisting of polyvinyl pyrrolidine, polyvinyl 
alcohol, copolymers of polyvinyl pyrrolidine and 
polyvinyl acetate and aqueous -soluble celluTQsic 
polymers . 



123 . 



for treating a disorde: 




comprising^^inisU^ mammal in need of such 

treatment, includi/hg^^human patient, a therapeutically 
elective amount of drug in a dosage form as defined in 
.aim 1. 

124. A m&bttod for treating a disorder, 
comprising administeringHo a mammal in need of such 
treatment, including a humarNmtient, a therapeutically 
effective amount of drug in a db^age form as defined in 
claim 2 . 




; 12 5 . A me 

comprising 'adminis 
treatment, incl 
effective a 
claim 3 



:ing a disorder., 
a mammal in need of such 
patient, a therapeutically 
rg in a dosage form as defined in 



# 
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126. A method for treating a disorder, 
comprising administering to a mammal in need of such 
treatment, including a human patient, a therapeutically 
effective amount of drug in a dosage form as defined in 
claim 4 . 



10 



127. A method for /treating a disorder, 
comprising administering to /a mammal in need of such 
treatment, including a humafn patient, a therapeutically 
effective amount of drug /n a dosage form as defined in 
claim 5 . 



128. A m^tt/o^ for treating a disorder, 
comprising adminisJ^eafvfc^J to a mammal in need of such 
15 treatment, includto^ ajHiman patient, a therapeutically 
effective amount yf drug in a dosage form as. defined in 
claim 6 . 



20 




30 




129^. A method for treating a disorder, 
comprising /administering to a mammal in need of such 
treatment/ including a human patient, a therapeutically 
effective amount of drug in a dosage form as defined in 
claim A13 . 



130. The dos^g^" f orm of any one of claims 1-6 
herein said drug-cp*l€aining composition further includes 

a concent r at ion^nhanc ing polymer. 

131. The do&age form of claim 130 wherein said 
concentration-enhancing pb^.ymer is selected^ from the 
group consisting of 

(a) ionizable cellvJikosic polymers; 

(b) non- ionizable celr^losic polymers; and 

(c) vinyl polymers and copolymers having 
substituents selected fsrom the group 
consisting of hydroxyl, a^kylacyloxy , and 
cyclicamido . 



